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4 See 42 U.S.C. 7384l(14)(C)(ii). 

errors in the implementation of the 
procedures of this part. Challenges may 
not introduce new information or docu-
mentation concerning the petition or 
the NIOSH or Board evaluation(s) that 
was not submitted or presented by the 
petitioner(s) or others to NIOSH or to 
the Board prior to the Board’s issuing 
its recommendations under § 83.15. 

(c) A panel of three HHS personnel, 
independent of NIOSH and appointed 
by the Secretary, will conduct an ad-
ministrative review based on a chal-
lenge submitted under paragraph (b) of 
this section and provide recommenda-
tions of the panel to the Secretary con-
cerning its merits and the resolution of 
issues contested by the challenge. Re-
views by the panel will consider, in ad-
dition to the views and information 
submitted by the petitioner(s) in the 
challenge, the proposed decision, the 
NIOSH evaluation report(s), and the re-
port containing the recommendations 
of the Board issued prior to the pro-
posed decision under § 83.15. The re-
views may also consider information 
presented or submitted to the Board 
and the deliberations of the Board 
prior to the issuance of the rec-
ommendations of the Board under 
§ 83.15. The panel shall consider wheth-
er HHS substantially complied with 
the procedures of this part, the factual 
accuracy of the information supporting 
the proposed decision, and the prin-
cipal findings and recommendations of 
NIOSH and those of the Board issued 
under § 83.15. 

(d) The Secretary will make the final 
decision to add or deny adding a class 
to the Cohort, including the definition 
of the class, after considering informa-
tion and recommendations provided to 
the Secretary by NIOSH, the Board, 
and from an HHS administrative re-
view when such a review is conducted 
under paragraph (c) of this section. 
HHS will transmit a report of the deci-
sion to the petitioner(s), including an 
iteration of the relevant criteria, as 
specified under § 83.13(c), and a sum-
mary of the information and findings 
on which the decision is based. HHS 
will also publish a notice summarizing 
the decision in the FEDERAL REGISTER. 

§ 83.17 How will the Secretary report a 
final decision to add a class of em-
ployees to the Cohort and any ac-
tion of Congress concerning the ef-
fect of the final decision? 

(a) If the Secretary designates a class 
of employees to be added to the Cohort, 
the Secretary will transmit to Con-
gress a report providing the designa-
tion, the definition of the class of em-
ployees covered by the designation, and 
the criteria and findings upon which 
the designation was based.4 

(b) A designation of the Secretary 
will take effect 180 calendar days after 
the date on which the report of the 
Secretary is submitted to Congress, un-
less Congress takes an action that re-
verses or expedites the designation. 

(c) After either the expiration of the 
congressional review period or notifica-
tion of final congressional action, 
whichever comes first, the Secretary 
will transmit to DOL and to the peti-
tioner(s) a report providing the defini-
tion of the class and one of the fol-
lowing outcomes: 

(1) The addition of the class to the 
Cohort; or 

(2) The result of any action by Con-
gress to reverse or expedite the deci-
sion of the Secretary to add the class 
to the Cohort. 

(d) The report specified under para-
graph (c) of this section will be pub-
lished on the Internet at www.cdc.gov/ 
niosh/ocas and in the FEDERAL REG-
ISTER. 

§ 83.18 How can the Secretary cancel 
or modify a final decision to add a 
class of employees to the Cohort? 

(a) The Secretary can cancel a final 
decision to add a class to the Cohort, 
or can modify a final decision to reduce 
the scope of a class added by the Sec-
retary, if HHS obtains records relevant 
to radiation exposures of members of 
the class that enable NIOSH to esti-
mate the radiation doses incurred by 
individual members of the class 
through dose reconstructions con-
ducted under the requirements of 42 
CFR part 82. 

(b) Before canceling a final decision 
to add a class or modifying a final deci-
sion to reduce the scope of a class, the 
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Secretary intends to follow evaluation 
procedures that are substantially simi-
lar to those described in this part for 
adding a class of employees to the Co-
hort. The procedures will include the 
following: 

(1) Publication of a notice in the FED-
ERAL REGISTER informing the public of 
the intent of the Secretary to review 
the final decision on the basis of new 
information and describing procedures 
for this review; 

(2) An analysis by NIOSH of the util-
ity of the new information for con-
ducting dose reconstructions under 42 
CFR part 82; the analysis will be per-
formed consistently with the require-
ments for analysis of a petition by 
NIOSH under §§ 83.13(c)(1) and (2), and 
83.13(c)(2) and (3); 

(3) A recommendation by the Board 
to the Secretary as to whether or not 
the Secretary should cancel or modify 
his final decision that added the class 
to the Cohort, based upon a review by 
the Board of the NIOSH analysis under 
paragraph (b)(2) of this section and any 
other relevant information considered 
by the Board; 

(4) An opportunity for members of 
the class to contest a proposed decision 
to cancel or modify the prior final deci-
sion that added the class to the Cohort, 
including a reasonable and timely ef-
fort by the Secretary to notify mem-
bers of the class of this opportunity; 
and 

(5) Publication in the FEDERAL REG-
ISTER of a final decision to cancel or 
modify the prior final decision that 
added the class to the Cohort. 

PART 84—APPROVAL OF 
RESPIRATORY PROTECTIVE DEVICES 

Subpart A—General Provisions 

Sec. 
84.1 Purpose. 
84.2 Definitions. 
84.3 Respirators for mine rescue or other 

emergency use in mines. 

Subpart B—Application for Approval 

84.10 Application procedures. 
84.11 Contents of application. 
84.12 Delivery of respirators and compo-

nents by applicant; requirements. 

Subpart C—Fees 

84.20 Examination, inspection, and testing 
of complete respirator assemblies; fees. 

84.21 Examination, inspection, and testing 
of respirator components or subassem-
blies; fees. 

84.22 Unlisted fees; additional fees; payment 
by applicant prior to approval. 

Subpart D—Approval and Disapproval 

84.30 Certificates of approval; scope of ap-
proval. 

84.31 Certificates of approval; contents. 
84.32 Notice of disapproval. 
84.33 Approval labels and markings; ap-

proval of contents; use. 
84.34 Revocation of certificates of approval. 
84.35 Changes or modifications of approved 

respirators; issuance of modification of 
certificate of approval. 

84.36 Delivery of changed or modified ap-
proved respirator. 

Subpart E—Quality Control 

84.40 Quality control plans; filing require-
ments. 

84.41 Quality control plans; contents. 
84.42 Proposed quality control plans; ap-

proval by the Institute. 
84.43 Quality control records; review by the 

Institute; revocation of approval. 

Subpart F—Classification of Approved Res-
pirators; Scope of Approval; Atmos-
pheric Hazards; Service Time 

84.50 Types of respirators to be approved; 
scope of approval. 

84.51 Entry and escape, or escape only; clas-
sification. 

84.52 Respiratory hazards; classification. 
84.53 Service time; classification. 

Subpart G—General Construction and 
Performance Requirements 

84.60 Construction and performance require-
ments; general. 

84.61 General construction requirements. 
84.62 Component parts; minimum require-

ments. 
84.63 Test requirements; general. 
84.64 Pretesting by applicant; approval of 

test methods. 
84.65 Conduct of examinations, inspections, 

and tests by the Institute; assistance by 
applicant; observers; recorded data; pub-
lic demonstrations. 

84.66 Withdrawal of applications; refund of 
fees. 
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